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International filing date {day/montli/year) 
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International Patent Classification (IPC) or national classification and IPC 

C07K 16/18, C12N 15/13, C12P 21/08, A61K 39/395, A61P 7/02 



Priority date (day/montli/year) 

20 January 2003 (20.01.2003) 



Applicant 



CHUGAI SEIYAKU KABUSHIKI KAISHA 



L S^ 1 * ^Z^? national preliminary examination report, established by this International Preliminary Examining 
Authority under Article 35 and transmitted to the applicant according to Article 36. g 

2. This REPORT consists of a total of 5 sheets, including this cover sheet 

3 . This report is also accompanied by ANNEXES, comprising: 

a. O (sent to the applicant and to tfie International Bureau) a total of 



_ sheets, as follows: 



□ 



sheets of the description, claims and/or drawings which have been amended and are the basis of this report 
and/or sheets containing rectifications authorized by this Authority (see Rule 70.16 and Section 607 of the 
Administrative Instructions). 

□ sheets which supersede earlier sheets, but which this Authority considers contain an amendment that goes 
beyond the disclosure in the international application as filed, as indicated in item 4 of Box No. I and the 
supplemental Box. 

(sera to the International Bureau only) a total of (indicate type and number of electronic carriers)) 

S 7. , : — > containing a sequence listing and/or tables related thereto, in computer 

SSLSRffi.aST 8 '^ *° S " Pplemental B ° X Relatin * t0 Se « uence Lis ««g C~ Section 802 of the 



4. This report contains indications relating to the following items: 

Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 
Lack of unity of invention 

Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability- 
citations and explanations supporting such statement 

Certain documents cited 
Certain defects in the international application 
□ Box No. VIII Certain observations on the international application 
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Box No. I 


□ 


Box No. II 




Box No. Ill 


□ 


Box No. IV 




Box No. V 


□ 


Box No. VI 


□ 


Box No. VII 


□ 


Box No. VIII 



Date of submission of the demand 

20 January 2004 (20.01 .2004) 



Name and mailing address of the IPEA/JP 



Facsimile No. 



Date of completion of this report 

30 November 2004 (30.11 .2004) 



Authorized officer 



Telephone No. 
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INTERNATIONAL PRELIMINARY REPORT ON PATENTABILITY 



Box No. I Basis of the report 



InterfflHonal application No. 

PCT/JP2004/000429 



1. Wth regard to the language this report is based on the international application in the language in which it was filed, unless 
otherwise indicated under this item. 

□ This report is based on translations from the original language into the following language 

which is language of a translation furnished for the purpose of: 

international search (under Rules 12.3 and 23.1(b)) 

□ 

publication of the international application (under Rule 12 4) 

□ 

international preliminary examination (under Rules 55.2 and/or 55.3) 



2. With regard to the elements of the international application, this report is based on (replacement sheets which have been 
furnished to the receiving Office in response to an invitation under Article 14 are referred to in this report as "originally filed" 
and are not annexed to this report): urt^umuyjucu 

(3 The international application as originally fi led/furnished 
I I the description: 
pages 

, as originally filed/furnished 

pages , , received by this Authority on 

pages * , received by this Authority on " 

| | the claims: 

pagCS + , as originally filed/furnished 

pageS , , as amended (together with any statement) under Article 19 

pages * . received by this Authority on 

pages * , received by this Authority on 

| | the drawings: 

pases . . 

v & . , as originally filed/furnished 

pages * . received by this Authority on 

pages * received by this Authority on ~ — - _______ 



a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 
3-D 

The amendments have resulted in the cancellation of 

□ the description, pages 

I I the claims, Nos. 



the drawings, sheets/figs 

I I the sequence listing (specify): 

any table(s) related to sequence listing (specify)-. 



This report has been established as if (some of) the amendments annexed to this report and listed below had not been 
(Rule 70 ^(c)) 1 ^ ^ **** considered to g0 beyond the dis <*>sure as filed, as indicated in the Supplemental Box 

I I the description, pages . 

I I the claims, Nos. 



□ 

the drawings, sheets/figs , 

I I the sequence listing (specify): 

□ 

any table(s) related to sequence listing (specify): 



* If item 4 applies, some or all of those sheets may be marked "superseded. " 
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Inteifl Bl application No. 

PCT/JP2004/000429 



Box No. m Non-establishment of opinion with regard to novelty, inventive step and industrial applicability 



The questions whether the claimed invention appears to be novel, to involve an inventive step (to be non obvious), or to be industrially 
applicable have not been examined in respect of: 

the entire international application. 

claims Nos. 11, 12 



because: 

the said international application, or the said claims Nos. , 1L 12 



relate to the following subject matter which does not require an international preliminary examination (specify): 

The inventions of claims 1 1 and 12 concern a method for diagnosis or treatment of the human 
body by therapy, which does not require an examination by the International Preliminary Examining 
Authority in accordance with PCT Article 34(4)(a)(i) and PCT Rule 67. 1 (iv). 



[" I the description, claims or drawings (indicate particular elements below) or said claims Nos. 
are so unclear that no meaningful opinion could be formed (specify) : 



□ the claims, or said claims Nos. ____ are so inadequately supported 
by the description that no meaningful opinion could be formed. 

no international search report has been established for said claims Nos. 11. 12 . 



the nucleotide and/or amino acid sequence listing does not comply with the standard provided for in Annex C of the 
Administrative Instructions in that: 

the written form j^j has not been furnished 

I I does not comply with the standard 
the computer readable form has not been furnished 

I I does not comply with the standard 

the tables related to the nucleotide and/or amino acid sequence listing, if in computer readable form only, do not comply with 
the technical requirements provided for in Annex C-bis of the Adrninistrative Instructions. 

I I see Supplemental Box for further details. 
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1. Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 



Claims 
Claims 

Claims 
Claims 

Claims 
Claims 



1-10, 13, 14 



1-10, 13, 14 



1-10,13,14 



YES 
NO 

YES 
NO 

YES 
NO 



2. Citations and explanations (Rule 70.7) 



Document 1 : WO 00/47626 A 1 

Document 2: JP 1 1-124399 A 

Document 3: Proc. Natl. Acad. Sci. USA., 1998, Vol. 85, p. 3165-3169 

Document 4: EP 1222929 A2 

Document 1 describes the preparation of a monoclonal antibody to protein C inhibitor (PCD In 
addition, it states that protein C dissociates blood coagulation factors V and VIII by assuming the 
active form aPC, and that factor Va forms a membrane-bound complex by binding with Xa and has the 
function of converting prothrombin to thrombin. 

Document 2 describes the preparation of a monoclonal antibody to protein C inhibitor and a 
process wherem the same is used to measure a protease complex. 

Document 3 describes the preparation of monoclonal antibody C5 to factor VIII, which is a blood 
coagulation factor, and it states that the same is a neutralizing antibody to the blood coagulating 
function of factor VIII. , 

Document 4 describes the use of a monoclonal neutralizing antibody to factor Vffl as an 
anticoagulant. 

The preparation of a monoclonal antibody to PCI is a widely known technique in this field from 
me descriptions in documents 1 and 2. Moreover, inhibiting blood coagulation by using a neutralizing 
antibody to a protein that promotes blood coagulation and using the same as a drug were publicly 
known from the descriptions in documents 3 and 4 before the priority date of this application 
Therefore this examination finds that persons skilled in the art could easily prepare a monoclonal 
antibody to PCI, which has the same blood coagulation promoting action as factor VIE, obtain a 
neutralizing antibody therefrom, and utilize the same as a drug. Moreover, the antibody of the present 
invention wherem the ammo acid sequence of the CDR site is specified, is merely one of those 

SEES 7 Pe £ 0nS !, ^ aS d6SCribed ab ° Ve ' and effect ** blood coagulation will be 
mhibited is sufficiently within the scope of predictability by persons skilled in the art from the 

descriptions m documents 3 and 4. As a result, this examination finds that the inventions of claims 1- 
10, 13, and 14 could easily be obtained by persons skilled in the art based on the descriptions in 
documents 1-4 cited m the international search report, and therefore these inventions lack an inventive 
step. 
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Supplemental Box Relating to Sequence Listing 



Continuation of Box No. 1, item 2: ~ 

1. With regard to any nucleotide and/or amino acid sequence disclosed in the international application and necessary to the claimed 
invention, this report was established on the basis that of: 

a type of material 

[X] a sequence listing 

I I table(s) related to the sequence listing 
b- format of material 

I | in written format 

OK] in computer readable form 
c * time of filing/furnishing 

I I contained in the international application as filed 

1^1 filed together with the international application in computer readable form 

I I furnished subsequently to this Authority for the purpose of search and/or examination 

I I received by this Authority as an amendment* on 



In addition, in the case that more than one version or copy of a sequence listing and/or table(s) relating thereto has been filed 
or furnished, the required statements that the information in the subsequent or additional copies is identical to that in the 
application as filed or does not go beyond the application as filed, as appropriate, were furnished. 



3. Additional comments: 



* If item 4 in Box No, I applies, the listing and /or table(s) related thereto, which form part of the basis of the report, may be marked 
"superseded". 
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